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Environmental Protection Agency’s Office of Research and Development. Mr. Burke testified before
the commities on June 11, 2015, Enclosed please find responses o those questions. 1 you have
questions, you may contact me or your staff may call Christing J. Moody ol my staf¥at (202) 564-0260,
or email at moody christinadiepa.gov,
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Chairman Inhofe Questions for Thomas Burke, Nominece, Assistant Adwministrator,
EPA Office of Research and Development

DUAL ROLE OF 44 FOR ORD AND SCIENCE ADVISOR

The National Academy of Sciences previously reported that if the Assistant Administrator of the
Office of Research and Developmeny (ORD) is also the Science Advisor for the full agency it
creates a conflict. Specifically, NAS concluded: "no sin gle individual could reasonably be
expecied to direct u wortd-class research program in ORD while also trying to improve scientific
practices and performance throughout the rest af the agency.” Former Administrator

Lisa Juckson ook a step towards implementing this recommendation in 2009 by separating the
offices. Even the Union of Concerned Scientists, the Jormer employer of current EPA Scientific
{ntegrity Official, Dr. Francesca Grifo, supported separating the offices, noting " This separation
is a good thing, as a joint appointment makes it considerably more difficult for scientific integrity
investigations to take place within ORD." During your June 11, 2013, nomination hearing, you
stated that you planned, if confirmed, fo serve a dual role.

Question 1: Doesn't this seem like a step in the wrong direction and counter to NAS
recommendations?

Cuestion 1a: As AA for ORD you will be managing nearly L3800 emplovees, while the Science
Advisor manages a team of about 30. How will vou balance both roles?

Response:

After consultation with the NRC, the EPA Administrater and I believe that if the Assistant
Administrator for the EPA’s Office of Research and Devel opment also served as the EPA Science
Advisor that it would fulfill the recommendations of the MNRC.

The dual role would provide the additiona] resources necessary to coordinate, plan, and execute science
across the EPA; ensure there is a senfor science official who could speak for the EPA on science issues:
and help ensure strong scientific integrity in the a geney's work. This individual would be very well
positioned to help scientists across the EPA reach consensus on scientific issues.

Having served as the Deputy Assistant Administrator and the EPA Science Advisor since January of
this year, it is clear to me that it is possible for the AA for ORD to direct the world-class research
program in ORD and serve as the EPA Science Advisor. In fact, there isan important advantage to this
model. ORD employs some of the nation’s brightest scientists working on the most pressing
environmental issues of the day. ORI research is well-aligned with the EPA"s mission, and thus it
produces science that informs the agency’s decision-making needs. Because of this, the ORD AA hasa
top noteh scientific staff to support him or her. Additionally, the ORI AA has the support of a stellar
team of strong science managers in ORD. The EPA also has a built-in mechanism that would provide a
check on any potential or perceived conflict of responsibility —the Science and Technology Policy
Council (STPC) ~ a group of senior the EPA representatives that provide input on science and
technology policy issues and ensures the FPA’s science 1s well-conrdinated.

If confirmed, T will draw on all of the available resources, and [ feel confident that T will be able to
halance both roles.
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ELA RELIANCE ON OLD DATA

In 2004, the National Academy of Science cautioned against relying on decades old dara for
developing new National Ambient Air Quality Standards {(NAAQS) Following your

December 17, 2013, nomination hearing, you committed to ""reviewing this issue and working fo
ensure that the Integrated Science Assessments that provide the Joundation for NAAQS decisions
reflect the best possible science.™ During your June 11, 2015, nomination hearing § asked
what steps you have taken to ensure the agency is no longer relying on outdated science
assessments, (o which vou said "there has been tremendous progress in doing that, to revisit and
constantly upgrade the science.”

Question 1: Specifically, what steps have }’o‘u taken to end the use of this outdated data?
Question 1a: If no steps have been taken, why?
Cuestion 1b: Don’t vou agree with the NAS recommendation?  If not, why?

Response:

EPA’s work to protect public health and the environment through programs such as decisions to retain
or revise the National Ambient Air Quality Standards (NAAQS) is very important. T agree with the
National Academy of Sciences (NAS) that NAAQS decisions must be based on the best possible
science and am pleased to find that this is the case. After the 2004 NAS report, EPA revised the
process o evaluate the science and has created Integrated Science Assessments {I5A) o provide the
scientific basis for NAAQS decisions. 18As have been completed for every NAAQS pollutant in the
last several years, and in each instance there was extensive peer review by the independent Clean Air
Scientific Advisory Committee of the EPA’s Science Advisory Board and consideration of public
comments. The quality of this review and the manner in which science informs N AAQS decisions has
been lauded by the Administrative Conference of the United States, a Federal Advisory Commitiee
{%z&‘épfs:;’fmvw.aaus.Q(‘;\-’fr@pm*iffscim(;f;:--reguhﬂi@n«ﬁm!wrep{m}. Additionally, the 2011 NRC report on
EPA"s draft IRIS assessment of formaldehyde complimented the revisions to the NAAQS
documentation and review process. If confirmed, I look forward to working 1o ensure that the
Integrated Science Assessments reflect full consideration of the best available science.

TRANSPARENCY

When asked during your June 11, 20135, nomination hearing abow your efforis to make
underlying data used to justify EPA regulavions public, vou said "there has been tremendous
progress and § wounld be happy to provide more details on that.”

Question 1: Please provide details on specifically what steps you have taken as Science Advisor
to ncrease data access?

Question 1a: What additional steps do vou plan fo take fo increase data aceess?

Response:

EPA is deeply committed to transparency. We are working rigorously to increase data access by
building on and expanding the agency’s existing efforts under the Open Government initiative
(httpse//www.whitehouse. gov/Open/), including to make available the manuscripts and data supporting
conclusions in EPA-funded publications.
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An example of this Open Government effort that may be expanded would include the use of the
Environmental Dataset Gateway (EDG) for storing and making data accessible. EDG is a gateway that
anyone can use to search for publicly available data resources made available by the EPA’s Program
Offices, Regions and Laboratories. The FFA also now has in place the Enterprise Information
Management Policy (FIMP; hitp:/fwww epa.goviopen/enterpri se-information-management-policy-
eimp-cataloging-information-procedure) which ensures that information produced by, funded by, or
received per regulated reporting and/or federal-wide requirements and subsequently held or cataloged
in information management systems by the agency s easy to discover, understand, access, and reuse in
4 secure manner so it can be used with a broad array of applications and analytics 1o support the
agency’s mission and stakeholder needs.

Question 2:  Independent peer review and independent verification of research results are
key ballmarks of sound science. Do you agree that scientific confidence is increased when
data is made available in 2 manner that allows for independent analysis and substantial

reproduction of caleulations and results by peer reviewers and other qualified scientists?

Response:

As | have stated previously, wansparency and scientific integrity are very important to the agency’s
work. [ understand that the EPA has taken appropriate and substantial steps to increase transparency
and public access to information. However, it is essential to protect the privacy of individuals whoe
have served as subjects in studies and their personal health information. If confirmed, | intend to
continue the agency’s ongoing efforts to ensure that scientific and technical information that is
intended to inform or support agency decisions continues to be based on the best available science.

I under that interoally the Integrated Risk Information System (IRIS) program no longer relies on
definitions that are still publicly used (for example, the definition of the reference dose und the
meaning of confidence values in IRIS), vet the FPA has never used any formal stakeholder or
public or peer review process to implement these changes. Instead the EPA seems to be relying
on a 2002 review received from the EPA’s Risk Assessment Foram Technical Panel and appears
to pick and choose which suggestions they will follow and which they will not implement.

Question 2a: Will you commit to engaging stakeholders before changes to eritical
definitions and methodologies in the NAAQS and IRIS program are made?

Hesponse:

Stakeholder engagement is an important and informative part of the agency’s work, The IRIS
asscssment development process provides multiple opportunities for stakeholder engagement, and
the IRIS Program is convening bimenthly public science meetings to discuss IRIS assessments and
related scientific issues. Likewise, there are multiple opportunities for stakeholder engagement in
the NAAQS process. If confirmed, T will work to ensure appropriate stakeholder engagement oceurs
in the NAAQS and the IRIS Program.

PEER REVIEW

Juestion 1: Will vou commiit to more transparent procedures for determining what EPA
dovuments are **highly influential scientific” documents pursuant to the Information
Cuality Act.
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Response:
Yes, if contirmed, I will commit to more transparent procedures for determining what the EPA
documents are “highly influential scientific” documents pursuant to the Information Quality Act.

GRANTS

Although the Shelby Amendment, otherwise kuown as the Data Access Act, provides for agency
access to underlying daia that is federally funded, there ave instances in which EPA does not
have full access 1o funded data.

Question 1: Will vou commit to implementing provisions in grants and contracts that
maintain rights to obtain data first produced under an award?

Respouse:

The EPA is committed 10 increased public access to the EP A-funded data supporting conclusions of
peer-reviewed publications and is working diligently to strike the right balance between supporting the
publics” right-to-know while ensuring that in its role as a regulatory agency, it provides the right level
of protection for specific categories of scientific data. i confirmed, I will commit to working with
others in the Agency to see what steps can be taken to increase public access to such data from grants
and contracts.

IMPROVING RISK. ASSESSMENTS

EPA's Risk Characterization Policy calls for the agency to develop and use multiple risk
descriptors. The 2014 National Research Council IRIS review recommended the IRIS program
develop central and lower-bound risk estimates.

Question 1:  Per these recommendations, de you commit fo ensuring the IRIS program
present risk ranges — including low, central and apper-bound estimates?

Responge:

The EPA is committed to further improving the IRIS program and is working to address the NRC'g
2014 recommendations for IRIS. During my time at the ageney, | have seen that the EPA takes the
NRC’s recommendations very seriously. 1f confirmed, 1 look forward to working with the IRIS
program as they make further changes to address the NRC s recommendations and providing a more
robust characterization of risk estimates.

Question 2: Certain substances-for which there may alse be environmental exposure - are
produced naturally in the body as a result of normal metabolism and physiology,

Po you agree that when ORD programs assess potential risks from such substances, it's
eritical to derive the range of potential risks arising from both sources-internal and
environmental— and to commaunicate the degree to which these estimated risks from
internal and external sources are plausible and realistie?

Hesponse: ‘ ‘

This is an important consideration in understanding and managing mcremental risk from environmental
exposure. Since there are many natural products of metabolism that may have toxic effects if they are
out of balance, the fact that they are naturally produced does not make them “safe” at all doses.
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Question 3: Consistent with the National Research Council 2011 Formaldehyde report, the
NRC 2014 IRIS report recommended EPA improve its methods for study evaluation and
integration. Do you comumit fo use clear criteria for judging quality of all key studies and
integrate those studies based on their strengths and weaknesses?

Response:

Consistent with the NRC recommendations, the IRIS program is evaluating different approaches for
systematically reviewing the scientific literature and evaluating individual studies, synthesizing
evidence within a particular discipline, and integrating evidence across different disciplines to draw
scientific conelusions. 1f confirmed, T will commit o warking with the IRIS program to improve its
methods for study evaluation and integration.

Question 4: Will vou commit to ensuring that all draft and final assessments released by the
IRIS program are consistent with the recommendations of the National Research Council
Formaldehyde committee which recommended changes for all IRIS assessments, not just
formaldehyde?

Response:

The IRIS Program has been imple menting the recommendations using a phased approach, consistent
with the advice of the National Research Council (NRC), making the most extensive changes to
assessments that are in the earlier stages of assessment development. Additionally, in July 2013, the
EPA announced enhancements to the [RIS Program that will improve the science guality of
assessments, improve the productivity of the Program, and increase transparency. These changes are
consistent with the NRC recommendations. [f confirmed, I look forward to working with the National
Center for Environmental Assessment as they continue to implement these enbancements in the IRIS
program.

Question 5: Do you agree that standard protocels should be developed to enable all studies to
be independently judged based on their quality, strength, and relevance regardless of the
author affiliation or funding source? If 56, will you make development of these standard
approaches a priority?

Hesponse:

The EPA’s wark to protect public health and the environment needs to be based on strong science. If
confirmed. I will commit to ensuring that we use clear criteria for judging quality of all studies and will
integrate these studies based on their scientifically determined strengths and weaknesses and not on
authorship or funding source.

Question 6:  Will you ensure that as part of the improvements in the IRIS program, the
agency will move away from ocutdated defanit assumptions and instead start with an
evaluation of the data and use modern knowledge of mode of action— how chemicals cause
toxicity instead of defaults?

Question 6a: That is, will you commit to using relevant data over defaults in IRIS assessments?

Question 6b: Yo extent defaults are used, will you ensure EPA has clear criteris for
determining when such defaults are justified in lien of relevantt literature and data?
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Response;

EPA"s work to protect public health and the environment needs to be based on strong science. When
the IRIS program assesses a chemical, they systematically review the relevant literature and look at all
of the available scientific data — including data about a chemical’s mode of action. Where sufficient
scientific data are available, the EPA uses that information in its risk assessments. However, for many
chemicals, we do not have sufficient scientific data to inform certain elements of assessing a chemical
hazards ~ such as mode of action. In the absence of sufficient scientific data, the EPA generally uses
public health protective and scienti fically-based default positions in risk assessments. fconfirmed, |
will work to assure that the application of defaults is hased upon strong, transparent science.

Question 7:  Can vou commit to developing a clearly articulated prioritization process for high
priority IRIS assessments that benefits from, and is responsive to, engagement from all
stakeholders? Will you ensure coordination with sther EPA program offices?

Response;

The EPA has previously committed to the Government Accountability Office that it will better describe
for internal and external stakeholders and the public the nomination and selection process for chemicals
for IRIS toxicity assessments, including the rationale for not selecting nominated chemicals for the full
IRIS assessment. Additionally, the IRIS Program works very closely with the EPA’s program and
regional offices in setting priorities, and there are multiple opportunities for the public to provide input
into all elements of the IRIS Program. If confirmed., | commit o the development and release of a
prioritized RIS Agenda covering the next several years' effort,

Question 8; EPA finalized an IRIS assessment for TCE in 2011 that established a safety
value based primarily on controversial findings from a single laberatory. At the time, the
agency acknowledged the sipnificant limitations of these studies, and indicated that
addressing these limitations was a key research need for understanding potential health
effects associated with TCE. What has the agency done to address this key research need
since reaching ifs conclusion in 20117

Question 8a: Itis my understanding that the industry has volunteered to conduct such research
~with the oversight of the federal apencies. Has EPA agreed to provide such oversight? If not,
why?

Question 8b: I understand that Dr. Ken Olden has been a prapenent of such joint projects.
Do you agree with Dr. Olden’s assessment? What steps has EPA to pursue joint projects?

Response:

While more research might be informative, the EPA concluded in 2011 that there was a sufficient basis
tor developing a reference concentration for TCE. This value was based on two endpoints: fetal heart
malformations and immunotoxicity resulting from TCE exposure. The reference concentration of

2 ug/m’ reflects both of those effects.

There are no significant uncertaintics that have arisen since 2011 that would change the EPA’s
conclusions as (0 a chronie reference concentration or that were not considered prior to the release of

the final assessment.

The EPA has not agreed to provide oversight of industry conducted research on TCE, While
partnerships between research organizations can be valuable, at this fime we are not pursuing a joint
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TCE research project with industry. Also, scientific decisions are based on the full body of evidence,
and it is not usual that one additional study would drive the evidence base.

Question 9: 1 have heard concerns about the application of EPA's new safety value 1o sites
contaminated with TCE, particularly as it is related to vapor intrusion, Apparently, this can
substantially inerease the complexity and cost of investigating and remediating these sites,
Given the limitations associated with the safety value established in 2011, is it appropriate to
apply the value in such situations?

Question 9a:  Shouldn't there be some discretion provided to the site manager in applying
such an uncertain value?

Cuestion 9b:  What information is provided to the site manager about the uncertainty
surrounding the value?

Response;

IRIS assessments, like TCE, are developed for use by agency risk managers in a variety of situations —
including, in this case, vapor intrusion. The IRIS assessment, however, does not dictate how risk
managers use scientific information in decision-making. In the case of sites subject to CERCLA or
RCRA, the National Contingency Plan, relevant RCRA corrective action rules. and programumatic
guidance address how site managers should consider a range of factors in making appropriate risk
management decisions. In general, decisions o take action are hased on site~-specific circumstances.
There are some limitations in the availahle data for determining a concentration below which TCE
exposures are unlikely to cause the developmental effect of fetal heart defects. That uncertainty was
described in the IRIS assessment and highlighted in the August 2014 OSWER memo. This information
is available to site managers.

SCIENCE ADRVISORY BOARD

Question 1: Based on your time on the SAR, to what extent did ORD use the SAB in the past?
Sinee you have been ar the EPA, how and how frequently has the agency used the SARY

Question 1a: Do you think the SAB is not used enough?
Cuestion 1b: To what extent has the SAR met ORD's information and review needs?

Response:

The SAB is a tremendous resource for the a gency and the nation, and it is being used to provide
guidance on our most challenging scientific issues, During my time as a member of the SAB (from
FY2008 to FY2613), the Board prepared over 75 advisory reports to the EPA Administrator on topics
ranging from the adequacy of the EPA risk assessments to approaches to setting water quality criteria
and conducting economic analyses to peer reviews of state of the science reports. The SAB also
prepared in-depth studies of the science related to reactive nitrogen and integrated science for decision
making. To my knowledge, the SAR has responded to all agency requests for advice and peer raview.
The SAB has responded to all of ORD s review requests.  Inaddition, [ have inttiated discussions with
the EPA Science and Technology Policy Council {composed of senior leaders from across the agency)
to ensure that the highest priority, cross-ageney science questions are identified and that the agency
takes full advantage of'its SAR as a source of advice on those questions,
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Question2:  In the past ORD has asked the SAR for advice on its research programs, inciuding
human health risk, air, climate and energy, chemical safety, and water resources? Do you
think there are areas within ORD that should have gone to the SAR for advice?

Besponse:

Many of ORD’s most complex and controversial sci entific assessments-—including assessments of
chemicals prepared for the Integrated Risk Information System (IRIS) and state-ofrthe-science
assessments on the impacts of mountaintop mining, connectivity of waters, and hydraulic fracturing-—
were sent to the SAB for review. The SAB Chemical Assessment Advisory Committee { CAACY has
recently been put in place to provide advice to the IRIS program on their assessments. In addition, the
SAR recently met jointly with the ORD Board of Scientific Counselors to provide high-level strategic
advice on the EPA’s research directions and research plans. I will continue to seek SAR advice on ORD
rescarch directions and SARB peer review of hi gh profile scientific work products.

Question 3: Can you comment on the advantages and disadvantages of the process SAB nses fo
provide advice to the agency?

Responpse;

The SAB operates under the provisions of the Federal Advisory Committee Act (FACA)Yand
implementing regulations, which require that all SAB meetings be announced and open to the public
and that all materials provided to the SAB are » vailable o the public. In addition, agency policies
encaeurage public nomination of experts to serve on the SARB and provide multiple opportunities for
public input to SAR committees and panels,

The primary advantage of the SARB process is that it gives the EPA access to independent advice from
non-EPA experts who are nationally renowned in their disciplines, and it does so ina transparent,
public manner with opportunities for public input. Although the SAR sirives for consensus advice, in
cases where there is disagreement among Board members on scientific questions the SAR reports
provide the range of scientific opinion.

There are tremendous advantages to the SAR process. A potential disadvantage to the SAB process,
which complies with FACA and ethics regudations, is the time required to form ad hoe panels and to
announce and hold public meetings for the purpose of developing SAB advice. If confirmed, | look
forward to workin g with the Board to facilitate more nimble and timely reviews, especiall v for
emerging issues that demand a timely TESpONse,

(uestion 4: During your time on the SAB did it have an Executive Commitiee?

Question 4a:  1f it did, how often did it meet?

Question 4a (i) Did vou ever meet with the Executive Committee?

3: IHd the Executive Committee ever meet with the EPA Administrator and
engage in dialogue?

Question 4b: Seme individuals have indicated that in the past when the SAB had an

Executive Commitite SAB was more effective and independent. Would vou recommend that
the SAB have an Exeeutive Committee?
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Response:

During my service on the SAB, there was no Executive Committee. Prior to 2003, the SAB consisted
of an Executive Committee {composed primarily of chairs of the Standing Committees) and a number
of discipline-specific Standing Committees. The Exccutive Commities provided advice to the agency
and reviewed and approved the work of the standing Committees. In 2003, the SAB was restructured
and the Executive Committee was replaced with a realigned Board that oversees the activities of a
number of Standing Committees and ad hoe panels. A primary difference between the Executive
Commitiee of old and the current Board is that the Board has a larger number of members and
occasionally conducts strategic reviews on cross-culling topics of interest 1o the EPA. A recent

example of a Board-level activity is the 2012 report on Science Integration for Decision Making.

There is a long standing tradition for the EPA Administrators to meet with the SAB Executive
Committee or Board and this tradition has been continued by Administrator McCarthy, who met with
the SAB in December 2013 to discuss broad areas where the Board's advice could he helpful to the
agency. Idisagree with the notion that an Executive Committee would be more effective or
independent than the current organization of the Board, which includes 45 expert scientists with a
broad range of expertise, affifiation, and experience.

Question 5: In your propesed new role as Assistant Administrator for Research and
Development, how do vou plan to use the SAR?

Juestion Sa:

Do vou plan to review appointments to the SABR and its various committees?

Response:

The SAB Staft Office seeks public comments on the nominees and candidates willing to serve on the
SAB and its committees. That public process allows anyone to provide input. This includes Congress,
the public, constituent groups and the agency. 1 have and will continue 1o provide input as warranted
on these important decisions.

Question Sh: Will vou seek to ensure appropriate geographic diversity when potential SAB
members are identificd from the thousands of gqualified scientists across the U.8.7

Response:

In making appointments to the SAB and its commitices, the Administrator considers the needed balance
of scientific and technical points of view, as well as diversity of perspectives {e.g., geographic,
economic, social, cultural, educational and other considerations), Each SAB review has a unique set of
needed expertise and perspectives and the SAB $taff Office works to understand those needs and to
ensure that they are met when ad hoc panels are established.

Question S¢: The U.S, has many well-qualified scientists employed by academe, government
and industry, yet most SAB members are from academic institutions en beth coasts. What will
vou do to inerease the participation of industry scientists and scientists from American
heartland?

Response:

To some extent the SARB reflects the proportional makeup of the scientific community. However, the
SABs outreach efforts (ie., recruiting efforts, webinars, and open door policy to meet with external
organizations) have been successful in ensuring a greater diversity of members. For the current
Chartered SAB members, approximately 32 percent have experience with industry / consulting and
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13 percent have state focal or tribal experience. The current SAB hydraulic fracturing advisory panel
has over 200 vears of combined industry experience. With respect to geographic diversity, 11 of the
45 members currently serving on the Chartered SAB reside in the midwestern states (lowa, [Hinois,
Indiana, Ohio, and Minnesota), The agency continues its efforts to increase participation in SAB
reviews from all refevant scientific and technical communities.

HUMAN TESTING

In April 2014, the EFA Inspector General issued g report on EPA's human lesting program,
including several corrective actions. Notably, that EPA be fully wansparent on the level of risk
Jor pollutants exposed to human subjects. Earfier this week, news reporis reveated EPA has not
Jully complied with the corrective actions.

Question 1: As EPA’s Science Advisor, what steps have you taken to comply with these
corrective actions?

Response:

All corrective actions have been implemented, per the completion memo dated 4/24/2015. In
fact, we have gone beyond what the Office of Inspector General requested. While the
recommendations were directed solely at enhancing the human studies that the FPA conduets at
ORID’s National Health and Environmental Effects Research Laboratory (NHEERL), many of
the recommendations were applicable bevond NHEERL and are therefore being implemented
agency-wide, where appropriate,

Juestion 1b: De you think there a threshold helow which there are no negative health effects
for certain pollutanis?

Response:

in order to answer this question, we must know both {a} the pollutant in question, and (b) whether the
health effects mentioned refer o a targe population or an individual. As an example for PM2.5, when
the entire population of the U8, is taken into account, numerous epidemiology studies have indicated
there is no threshold below which adverse health effects do not oceur in at least some people. There are
some individuals in the population that are at such great risk (because of pre-existing disease, ape,
genetic makeup, ete) that they will experience an adverse health event at even very low concentrations
of PM2.5. However, for most individuals, the risk from exposure to low concentrations of PM2.5 is
very, very low. It is also important to distinguish between a single exposure to PM2.5 versus a lifetime
of exposure. Just as smoking a single cigarette is not likely to cause an adverse event, compared with a
lifetime of smoking, a single exposure to even high concentrations of PM2.5 is not likely to cause
adverse health effects. Additionally, certain information about a chemical ~ such as its mode of action —
can help inform whether or not a there is a threshold.

Question 1c: Do vou believe human testing is justified? Is festing on children ever justified?

Response:

There’s an important different between observational studies of populations and intentionally dosing
humans with a pollutant. Scientists learn a lot from rescarch in test tubes or animals, and from
epidemiologic or observational studies en humans, which typically involve little interaction with
subjects. However, these types of studies rely heavily on statistical inferences and assumptions. and
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there are some things you can only learn by interacting directly with people, controlling variables and
methods to allow firm conclusions to be drawn.

When EPA conducts studies with human subjects, we set—and mect—the highest safety and ethical
standards.

The EPA isamong 17 federal agencies that have adopted rules governing the protection of human
subjects in research. The EPA s guidelines far exceed what is generally accepted and required by
universities, industry, and other government agencies. For example, apy of our research that involve
human participants typically undergo more than eight separate levels of approval stages before any
research is inttiated. These include statistical and medical reviews of the study, reviews by an
Institutional Review Board, Quality Assurance Officer review, and review by at least three other senior
officials, whose approvals must be documented before a study can begin.

The EPA does not intentionally expose children to pollutants. However, the EPA has funded some
important epidemiological studies that include children. These studies have provided critical
infermation about children’s exposures to pollutanis, their susceptibilities, and the health effects that
oceur from the exposures. This research ultimately helps the EPA better understand how to protect
children from the harmful effects of pollutants.

PETER PREUSS

Cuestionl: Do you agree that Dr. Ken Olden is bringing much needed new leadership and
fransparency to the IRIS program?

Question 1a: Do you agree that the National Center for Environmental Assessment review
(NCEA) previously aperated behind closed doors where many stakeholders and peer

reviewers did not understand NCEA's scientific approach?

Question 1a {i}: Wasn't the previous NCEA Director Dr. Peter Preuss?

Question Ia (ii}: Isn't it true you recently appointed him as one of vour Deputy’s in the Office
of Science Advisor?

Ouestion 1a{

Can you explain the reason for his appointment?

Response:

FPagree that Dr. Ken Olden is an outstanding leader who has brought additional transparency, including
multiple opportunities for stakeholder input, to the IRIS Program. Dr. Peter Preuss was a former
director of the EPA’s NCEA. but starting in 2010 he was ORD’s Chief Innovation Officer. The EPA
recently created a new position, the director of the Office of the Science Advisor, to more effectively
support the agency’s Science Advisor. Peter Preuss is the interim director, and we anticipate
anpeuncing the name of the new permanent director soon,
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Senator Sessions Questions for Thomas Burke, Nominee, Assistant Adsministrator,
EPA Office of Research and Development

During the Aprit 2013 confirmation hearing for your boss (the EPA ddministrator, Ginag
McCarthy), she promised the Environment and Public Warks Committee under oath that she
would "provide information . . . with respect to fherf responsibilities.” However, instead af living
up to her promise, the Administrotor often directs ethers to respond to questiony that are posed
divectly her.

For example, this past April, I and other members of the Committer wrote a letter to the
Administrator regarding projected climate change impacts. Despite having commitied to
providing responses during this Committee’s budget hearing for EPA, the Administrator directed
Janer McCabe, the Acting Assistant Adwministrasor Jor the Office of Air, to provide responses.

Question 1: I vou are confirmed, will you personaly answer questions that are asked of you
by members of this Committee?

Respopse:

eonfirmed, | will commit to answering questions posed by SEPW to the best of my ability,

Question 2: The April 2015 1etter asked strajghtforward questions related to whether
projected climate impacts are actually occurring. Yet instead of reviewing and verifving the
accuracy of climate projections which have served as the basis for the agency's regulatory
policy and apenda, the Acting Assistant Administrator opined on future projections.

For example, in response {0 a series of questions on global cyclone activity aver the past
century, the Acting Assistant Administrator wrote: “Anthropegenic climate change is . . .
expected fo coniribute {0 a number of changes in extreme weather events... [Tlropical ¢cvelone
intensity is ... expected to increase in the future, but the frequency of evelones is likely 1o
either deerease or remain unchanged.” Do you agree that estimates of future climate impacts
do not answer whether climate impacts projected and expected to occur in the past have
proven accurate? f

Besponse:

While this is not an area in which ORD plays a primary role, my understanding is that it is im poriant to
both consider how the climate is changing today, and how future changes will impact humans and the
environment. Regarding the former. the EPA publishes u set of indicators describing trends related to
the causes and effects of climate change. F ocusing primarily on the U.S., this resource presents
compelling evidence that many fundamental measures of observed climate are changing (see
hztp:f"fwww.epa“govfc:iimaiachangefsuimw"indic.-:v:{i‘ars_}. The EPAs indicators consist of peer-reviewed,
publicly-available data from a number of government agencies, academic institutions, and other
organizations. The seientific community, including some work supported by the EPA., also considers
how climate impacts may change in the future, building upon our understanding of what is happening
today.

Question 3: I also asked in the letier whether the Administrator agreed that it has been nearly
ten years since the last major hurricane struck the United States. The Acting Assistant
Administrator's response did not answer this question. As the EPAY Science Advisor, please
answer the following:
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Question 3a: Was it appropriate for the Acting Assistant Administrator to refrain fram
counfirming whether it has been nearly ten vears sinee the last major hurricane struck the
United States?

Question 3b: Does EPA bave the institutional capability fo review recent data on hurricane
landfall and determine whether it has been nearly ten years since the last major hurricane
struck the United States?

Response:

Again, while this is not an area where ORD plays a role, whether an individual storm event is
determined 1o have met the criteria to be classified as a hurricane is a finding made by the National
Oceanic and Atmospheric Administration {(NOAA) Itis my understanding that the EPA has the
institutional ability to review data produced by NOAA, but does not produce original data regarding
hurricanes. Staff at the EPA would defer to their expertise on this issue,

I general, it is difficult to draw conelusions about the number of major hurricane landialls in a shont
period such asten years. To illustrate this variability, there were seven major hurricane landfalls in
the LS. in the years 2004 and 2005, but none in the years that followed. Looking across multiple
decades, the trend becomes clearer, which is why the Intergovernmental Panel on Climate Change
came to the following conclusion in its 2013 Fifih Assessment Report: it {s virtually certain that the
frequency and intensity of the strongest tropical cyclones in the North Atlantic has increased since
the 19708

Hurricane landfall is difficult to prediet, but. when it happens, the climate-change related impacts
resulting from heavier precipitation and increased storm surge magnified by sea level rise are
expected 1o increase the severity of damages. Additionally, a storm’s status at the point of landfall
may not necessarily equate to the scope of the damage: while sandy did not make landfall as a major
hurricane in 2012, it was one of the most damaging storms in ULS, history,

Question 4: Objective and unvested peer review plays a eritical role in verifving the
accuracy of science-based findings which serve as the basis for regulatory decisions,
espeeially since these decisions raise the cost of energy throughout the United States,

Do you agree it is eritical that all information and data which underlie these findings be
made publicly available and aceessible so that 1 broad cross-seetion of credentialed peer
reviewers and other capable investigators alike can independently verify an ageney's
seientific integrity?

Response:

The EPA is deeply committed to transparency. As such. the EPA posts publicly available
information and data related to regulatory decisions on the public docket (www.regilations.govi.
Additionally, we are working to expand the agency’s existing efforts in place under the Open
Government initiative https://www. whitehouse.gov/Open/ to make available the manuscripts and
data supporting conclusions in the EPA-funded publications.
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